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Remarks 

This is in response to the Official Action of June 14, 2006. 

The indication of allowability of claims 1, 3-5, 7-10 and 25-26 is acknowledged with 
appreciation. 

Objections . 

Claims 17-20, 21 and 24 stand objected to in paragraphs 5-7 of the Official Action. 
These claims have been cancelled to simplify the issues, and it is accordingly submitted that 
this rejection may be withdrawn. 

Rejection under 35 U.S.C. § 112, first paragraph, enablement . 

Claims 21-24 stand rejected as lacking enablement in paragraphs 8-9 of the Official 
Action. These claims have been cancelled as noted above, and it is respectfully submitted 
that this rejection may be withdrawn. 

Rejection under 35 U.S.C. § 112, first paragraph, written description . 

Claims 6 and 21-24 stand rejected as lacking written description in paragraph 10 of the 
Official Action. Claims 21-24 have been cancelled. Reconsideration as to claim 6 is requested 
for the reasons set forth below. 

Claim 6 is dependent upon and dominated by allowed claim 1 , but is further expressly 
limited to inclusion of "a member of a specific binding pair." It is stated that the specification 
only recites one specific biotin-avidin binding pair to which the antibody is coupled, and that this 
is not sufficient to satisfy the test of Eli Lilly and University of Rochester. 

However, unlike the said two cases, specific binding pairs to which antibodies may be 
coupled are well known and long known. A few of the numerous patents which exemplify this 
group, in issued claims and long before the filing of the instant application, are US Patents Nos. 
4,857,453 {e.g., claim 18); 5,270,164; 5,437,983; 5,624,850; and 5,648,274. 

Clearly this is the type of feature for which applicant should receive "credit for what is 
already known" in satisfying the written description requirement, a re-emerging theme in recent 
Federal Circuit decisions that has been emphasized by the USPTO. For the Examiner's 
convenient reference, Applicants provide herewith a copy of slides excerpted from a slide 
presentation presented at the USPTO in which one of the topics included the written description 
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requirement. See attached Recent Biotech Case Law presented by Stephen Walsh, Ph.D., J.D., 
Associate Solicitor, at the Biotech/Chem/Pharm Customer Partnership Meeting on November 1 0, 
2005 (excerpt attached hereto). 

Rejection under 35 U.S.C» § 112, second paragraph, indefinite . 

Claims 2 and 21-24 stand rejected as indefinite. Claims 21-24 have been cancelled for 
the reasons noted above. Claim 2 has been amended in the manner helpfully suggested by the 
Examiner. Accordingly, it is respectfully submitted that this rejection may now be withdrawn. 

It is respectfully submitted that this application is in condition for allowance, which 
action is respectfully requested. 



Respectfully submitted, 



Myers Bigel Sibley & Sajovec, P.A. 
P.O. Box 37428 
Raleigh, North Carolina 27627 
Telephone: (919) 854-1400 
Facsimile: (919) 854-1401 
Customer No. 20792 




Enclosure: S. Walsh slide presentation (excerpts) 
Doc. 497868 
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